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MRSA/SA SSTI: changing the
paradigm for patient management.

The tremendous increase of both hospital acquired and community
acquired MRSA in skin and soft tissue infections requires

a change in management of these infections™.
The Cepheid Xpert MRSA/SA SSTI test allows
for the determination of the presence of
Staphylococcus aureus or methicillin-
resistant S. aureus in skin and soft

tissue infections in less than one

solution:
As the therapy of choice
significantly differs for S.

problem:
The most
common etiologic

Xpert:
in action

agent of skin and soft
tissue infections (SSTIs)
is S. aureus. Staphylococci
are the leading cause of
superficial and deep pyogenic
infections, bacteraemia, surgical

aureus, MRSA, and Coagulase-
negative Staphylococci (CoNS),
a rapid and reliable diagnostic
test, confirming the presence
of methicillin-susceptible vs.
methicillin-resistant S. aureus,

hour. Coupled with the simplicity
of Cepheid’s GeneXpert®
System, results can now

be available 24 hours

a day, 365 days

ayear.

impact:

Xpert MRSA/SA SSTI provides
results to physicians with
unrivalled speed for timely and
most appropriate preventive

wound infections, infections

of bioprosthetic materials,

and the second leading cause
of nosocomial infections.
Staphylococcal infections range
in severity from trivial and self-
limited to life-threatening?
The morbidity and cost for cure
associated with skin and soft

or excluding the presence of S.
aureus would provide extremely
valuable information for clinical
decision-making®. Xpert MRSA/
SA SSTI is a real-time test,
performed within 50 minutes —
sample to answer — anywhere in
the hospital, 24 hours a day, 365
days a year. With the addition of

and therapeutic decisions.

This means optimal patient
management, targeted therapy
where it matters, faster recovery,
fewer therapeutic failures, and
reduced likeliness of antibiotic
resistance development. In

a variety of settings, rapid
detection of MRSA/SA will

Cepheid’s Xpert MRSA/SA SSTI
and blood culture tests, real-
time S. aureus diagnostics have

tissue infections have been rising
in recent years? in parallel with
the increasing prevalence of

help the physicians to quickly
diagnose and institute the proper
therapy. The test you have been

multidrug-resistant pathogens*>.  become a reality. waiting for!

integrated: flexible:

The GeneXpert® System is Patients’ SSTI's do not present Xpert;

the only system available that positive in large numbers at by design
combines sample preparation the same time. The GeneXpert

with real-time PCR amplification System reflects this model in

and detection for fully- its design and function. The easy to use:

integrated and automated
nucleic acid analysis. When
running Xpert™ MRSA/SA

SSTI, the system purifies,
concentrates, detects and
identifies targeted nucleic acid
sequences for MRSA from blood
cultures in less than one hour.

system’s unique random-
access capability enables users
to perform up to 16 different
molecular tests concurrently.
And because runs can be
started at different times,
multiple operators can easily
use the GeneXpert System
simultaneously. Now, inefficient
batch processing is no longer
your only rt-PCR option. With
the GeneXpert System, blood
cultures can be tested as they
present, 24/7, 365 days a year.

The GeneXpert System provides
state-of-the-art, real-time PCR
results, but requires only minimal
hands-on time. No additional
equipment, special laboratory
space, or special expertise is
required. Users simply insert the
biological sample for testing into
a self-contained cartridge and the
GeneXpert System does the rest.



Sensitive
and Specific:

Appropriate patient
management decisions
can be made quickly.

Performance characteristics
of Xpert™ MRSA/SA SSTI
were determined in a
multi-site prospective
investigation study at three
institutions by comparing
the Xpert MRSA/SA SSTI
assay on the GeneXpert®
System with enriched
culture, the most sensitive
culture method.

Comprehensive:

Confidence in
your results.

Flexible:

Modular platform
delivers the ideal system
for your testing needs
— upgrades are easy.

Methicillin-resistant Staphylococcus aureus

+ - Totals
MRSA/SA - 1 76 77
35 79 114

Staphylococcus aureus

Sensitivity: 97.1%
Specificity: 96.2%

+ - Totals .
Sensitivity: 100%
Xpert + 55 2 57 Specificity: 96.6%
MRSA/SA - 0 57 57
55 59 114
Type
Samples Blood, Skin Lesion, Stool, Nasal, Abscess
SCCmec 1,1V, IVa, IVb, IVc

The analytical ubiquity (inclusivity) of the Xpert MRSA/SA assay was determined using 25 Staphylococcus aureus
strains. These specimens are reported to be representative of MRSA and MSSA strains currently encountered in
the health community. All MRSA strains were correctly reported MRSA positive and SA positive using the Xpert
MRSA/SA assay. Additionally, each MSSA strain was correctly reported MRSA negative and SA positive.

Tests completed

# of GX Sites 8 Hours 16 Hours 24 Hours
4 32 64 96
8 64 128 192
12 96 192 288
16 128 256 384




The Xpert™ MRSA/SA SSTI advantage:
» Fully automated process reduces handling time to just minutes
+ Random access for flexibility and workflow optimization
« Rapid results to improve patient management
« Fully integrated reagent and instrument system for accuracy and reproducibility

1. Insert swab into Elution Reagent vial and break at score

2. Vortex and dispense Sample into port S

Xpert MRSA/SA.
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3. Dispense Reagent 1 into port 1

+ Xpert MRSA/SA r =
Reagen: 2,27 mi
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4. Dispense Reagent 2 into port 2

V Total hands-on time = 2 minutes

5.Insert cartridge and start assay

XPErt™ MRSA/SA SST Lttt et et e e Catalog No. GXMRSASA-SSTI-10
(10 cartridges with reagents)
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This product is licensed under US Patent Nos. 5,582,989 and 5,851,767 and corresponding claims of any non-US counterpart(s) thereof.

This product is sold under license from bioMérieux under US Patent No. 6,156,507 and corresponding claims of any non-US counterpart(s) thereof.

The purchase of this product includes a limited, non-transferable license under U.S. Patents Nos. 6,787,338; 6,503,720 and 6,303,305, and claims 9, 10, 11, 56, 76, 80 and 107 of U.S. Patent No. 6,174,670, and corresponding
claims in patents and patent applications outside the United States, owned by the University of Utah Research Foundation and licensed to Idaho Technology, Inc., to use only this amount of product and only in an instrument
marketed, distributed, sold, leased or otherwise transferred using a Cepheid trademark. No right is conveyed, expressly, by implication or estoppel, under any other patent or patent claims owned by the University of Utah Research
Foundation or Idaho Technology, Inc. Without limiting the foregoing, no right, title or license is herein granted with respect to the uses that are proprietary to Idaho Technology or the University of Utah Research Foundation

of fluorescence double stranded nucleic acid binding dyes, specifically including but not limited to SYBR® Green |, LCGreen® |, or LCGreen® Plus.

THE PURCHASE OF THIS PRODUCT ALLOWS THE PURCHASER TO USE IT FOR THE PERFORMANCE OF DIAGNOSTIC SERVICES FOR HUMAN IN VITRO DIAGNOSTICS. NO GENERAL PATENT OR OTHER LICENSE
OF ANY KIND OTHER THAN THIS SPECIFIC RIGHT OF USE FROM PURCHASE IS GRANTED HEREBY. NO OTHER RIGHTS ARE CONVEYED EXPRESSLY, BY IMPLICATION OR BY ESTOPPEL TO ANY OTHER
PATENTS. FURTHERMORE.
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